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Box No. I Basis of the report 



1 . With regard to the language, this report is based on the international application in the language in which it was filed, unless 
otherwise indicated under this item. 

This report is based on translations from the original language into the following language English , 

which is the language of a translation furnished for the purposes of: 
I I international search (under Rules 12.3 and 23.1(b)) 

publication of the international application (under Rule 12.4) 
I I international preliminary examination (under Rules 55.2 and/or 55.3) 

2. With regard to the elements of the international application, this report is based on (replacement sheets which have been furnished 
to the receiving Office in response to an invitation under Article 1 4 are referred to in this reort as "originally filed" and are not 
annexed to this report): 

[Xl the international application as originally filed/furnished 
I I the description: 



pages as originally filed/furnished 

pages* received by this Authority on 

pages* received by this Authority on 



I I the claims: 

pages as originally filed/furnished 

pages* as amended (together with any statment) under Article 19 

pages* , received by this Authority on 

pages* received by this Authority on 



I I the drawings: 

pages : as originally filed/furnished 

pages* received by this Authority on 

pages*. received by this Authority on 



the sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3. Q The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 

I I the drawings, sheets 

I I the sequence listing (specify) : 

I I any table(s) related to sequence listing (specify) : 

4. Q This report has been established as if (some of) the amendments annexed to this report and listed below had not been 

made, since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box 
(Rule 70.2(c)). 

I I the description, pages 

I I the claims, Nos. 

I I the drawings, sheets 

I I the sequence listing (ipec//5'^: 

I I any table(s) related to sequence listing (specify) : 



* If item 4 applies, some or all of those sheets may be marked "superseded. " 



Form PCT/IPEA/409 (Box No. I) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 
PCT/1CR2004/001358 



Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Claims 4- H 

Claims > -3 

Inventive step (IS) Claims 

Claims 1 - 1 1 

Industrial applicability (lA) Claims 1 - H 

Claims 



2. Citations and explanations (Rule 70.7) 

The following documents are referred to here: 



D1: EP 0909564 A1 (21 April 1999) 
D2: WO 00/61 169 (19 October 2000) 



1. Novelty 



Claims 1 -3 of the present invention are related to erythropoietin solution preparations containing 
human erythropoietins (natural or obtained by genetic recombination): nonionic surfactants 
(polysorbates, poloxamers), polyhydric alcohols (propyleneglycols, polyethyleneglycols. 
glycerols), neutral amino acids (glycine, alanine, leucine, isoleucine) and sugar alcohols 
(mannitol. sorbitol, inositol) as stabilizers: isotonic agents (NaCI, CaCI2. Na2S04): buffer solutions 
(phosphate buffer, citric acid buffer), and they are free from human serum albumins as a stabilizer. 

D1 discloses an erythropoietin solution preparation containing human erythropoietins (natural or 
obtained by genetic recombination); polysorbates; polyethyleneglycol; L-leucine; sugar alcohols 
such as mannitol. sorbitol, and inositol; isotonic agents such as NaCI. CaCI2 etc.: sodium citrate, 
and they are free from human serum albumins and purified gelatins. 

As described before, the ingredients of the erythropoietin preparation in D1 are the same as those 
in Claims 1-3 of the present invention. 

Therefore, Claims 1-3 of the present invention cannot be considered to be novel over D1 (Article 
33(2) PCT). 



2. Inventive Step 



Since the novelty of Claims 1-3 cannot be acknov^ledged. the inventive step of Claims 1-3 
cannot be acknowledged, either. 

Claim 4 of the present invention relates to a specific erythropoietin solution preparation containing 
an erythropoietin, polysorbate 20, propyleneglycol. glycine, mannitol, NaCI. phosphate buffer. 
(Continued on Supplemental Box.) 
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Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 

Continuation of: 

Box V. 

free from human serum albumins. 

D2 discloses aqueous pfiarmaceutical formulations of erythiropoietin that are free of human serum 
blood products, stabilized with a quantity of an amino acid such as glycine, L-leucine. L- 
isoleucine etc. and a sorbitan mono-9-octadecenoate poly{oxy-1 ,2-ethanediyl) derivative such 
as polysorbate 80. 

Claim 4 of the present invention and D1 differ only in the kind of an amino acid as a stabilizer. But 
the erythropoietin preparation in D2 contains a glycine as v^'ell as L-leucine as a stabilizer. Those 
who skilled in the art would be able to easily exchange the leucine in D1 with the glycine in D2. 
Therefore, the inventive step of Claim 4 cannot be acknowledged over D1 and D2. 

Claims 5-11 of the present invention specified the amount of each ingredient in the said 
preparations in Claim 1. 

Once all the ingredients of the erythropoietin solution preparations are determined from D1. 
specifying the optimal amount of each ingredient in the said preparations in Claims 5-11 can be 
easily done from the general knowledge of those who skilled in the art. 
Therefore. Claims 5-11 of the present invention do not involve an inventive step over D1 
(Article 33(3) PCT). 

3. Industrial Applicability 

The subject-matter of Claims 1-11 appears to be industrially applicable (Article 33(4) PCT). 



Form PCT/IPEA/409 (Supplemental Box) (Januaiy 2004) 



